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Office Action Summary 


Application No. 
10/054,225 


Applicant(s) 


Atkinson 


Examiner 

Arun Chakrabarti 


Art Unit 

1634 







- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STA TUTORY PERIOD FOR REPL Y IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1. 136 (a). In no event however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- // NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1. 704(b). 

Status 

1)$ Responsive to communication(s) filed on Oct 25, 2002 



2a)0 This action is FINAL. 2bi$ This action is non-final. 

3) □ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) K Claim (s) 1-16 - Ware pending in the application. 

4a) Of the above, claim(s) Ware withdrawn from consideration. 

5) 0 Claim(s) . . is/are allowed. 

6) K Claim(s) hJl - - is/are re J ected - 

7) □ Claim(s) Ware objected to. 

8) K Claims 13-16 are subject to restriction and/or election requirement. 

Application Papers 

9) O The specification is objected to by the Examiner. 

10) O The drawing(s) filed on is/are a) □ accepted or b)0 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1)0 The proposed drawing correction filed on is: a)D approved b)0 disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) □ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 7 19(a)-(d) or (f). 
a)0 All b)0 Some* c)0 None of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. O Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a fist of the certified copies not received. 

14) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § / 19(e). 
a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgement is made of a claim for domestic priority under 35 U. S.C. § § 120 and/or 12 1. 

Attachment(s) 

1) pjj] Notice of References Cited (PTO-892) 4) O Interview Summary (PT0-413) Paper No(s). 



2) O Notice of Draftsperson s Patent Drawing Review (PT0-948) 5) O Notice of Informal Patent Application (PTO-152) 

3) 0 Information Disclosure Statement(s) (PTO- 1449) Paper No(s). 3r)4 6) O Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 7 
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DETAILED ACTION 

Election/Restriction 

1 . Applicant's election with traverse of Group I, corresponding to claims 1-12, in Paper No. 
6 is acknowledged. The traversal is on the ground(s) that basis for the restriction of Groups I and 
II-IV are flawed because according to applicant it would not be possible to use the claimed kit to 
make RNA, protein or antisense nucleic acid for gene therapy without additional components and 
processes which are not contemplated by the invention. This is not found persuasive because the 
"comprising" language of claims of Groups II-IV clearly allows additional components and 
processes to be combined with the elements of the invention. Therefore, it is clearly and 
definitely possible to use the claimed kit to make RNA, protein or antisense nucleic acid for gene 
therapy. Moreover, applicant argues that examination of all six primer sequences is not a burden 
of search. This is not found persuasive. The sequences are patentably distinct because they are 
unrelated sequences. For an elected group drawn to nucleic acid sequences, the applicants must 
further elect a single (pair) nucleic acid sequence (See MPEP 803.04). It is noted that the 
multitude of sequence submissions for examination has resulted in an undue search burden if 
more than one nucleic acid sequence is elected, thus making the previous waiver for up to 10 
elected nucleic acid sequences effectively impossible to reasonably implement at this time. 
The requirement is still deemed proper and is therefore made FINAL. 
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Claim Rejections - 35 USC § 112 



2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

3. Claims 1-8 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 1-8 are rejected over the recitation of the phrase, "likely to be tolerant". It is not 
clear if the claimed method is capable of detecting and differentiating between fully tolerant and 
fully non-tolerant bacteria and it is also not clear if it is capable of detecting tolerant bacteria, 
what is the degree of likelihood of determining tolerant microbes. The metes and bounds of the 
claims are vague and indefinite. 



4. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent 
therefor, subject to the conditions and requirements of this title. 

5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 



35 U.S.C. 101/112 Utility Rejections 
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Claim(s) 1-12 are rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility due to its not being supported by either specific and/or substantial utility or a 
well established utility. 

The claimed nucleic acid and/or protein compound(s) is(are) not supported by a specific 
asserted utility because the disclosed use(s) of the nucleic acid(s) and/or protein(s) is(are) not 
specific and is(are) generally applicable to any nucleic acid and/or protein. The specification 
states that the nucleic acid compounds may be useful as probes for assisting in the isolation of 
full-length cDNAs or genes which would be used to make protein and optionally further usage to 
make the corresponding antibodies, gene mapping, isolation of homologous sequences, detection 
of gene expression such as in Northern blot analysis, molecular weight markers, chromosomal 
markers, and for numerous other generic genetic engineering usages. Similarly, protein may be 
used for detection of expression, antibody production, Western blots, etc. These are non-specific 
uses that are applicable to nucleic acid(s) and/or proteins in general and not particular or specific 
to the nucleic acid(s) and/or protein(s) being claimed. 

Further, the claimed nucleic acid and/or protein compound(s) is(are) not supported by a 
substantial utility because no substantial utility has been established for the claimed subject 
matter. For example, a nucleic acid may be utilized to obtain a protein. The protein could then 
be used in conducting research to functionally characterize the protein. The need for such 
research clearly indicates that the protein and/or its function is not disclosed as to a currently 
available or substantial utility. A starting material that can only be used to produce a final 
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product does not have substantial asserted utility in those instances where the final product is not 
supported by a specific and substantial utility. In this case none of the alleles of the vex2 gene 
and pep27 gene have asserted or identified specific and substantial utilities because it is not clear 
from the claim language if an antibiotic tolerant bacteria can be definitely determined. The 
research contemplated by applicant(s) to characterize potential protein products, especially their 
biological activities, does not constitute a specific and substantial utility.^ Identifying and 
studying the properties of a protein itself or the mechanisms in which the protein is involved does 
not define a "real world" context or use. Similarly, the other listed and asserted utilities as 
summarized above or in the instant specification are neither substantial nor specific due to being 
generic in nature and applicable to a myriad of such compounds. Note, because the claimed 
invention is not supported by a specific and substantial asserted utility for the reasons set forth 
above, credibility has not been assessed. Neither the specification as filed nor any art of record 
discloses or suggests any property or activity for the nucleic acid and/or protein compound(s) 
such that another non-asserted utility would be well established for the compounds. 

Claim(s) 1-12 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, since 
the claimed invention is not supported by either a specific and substantial asserted utility or a 
well established utility for the reasons set forth above, one skilled in the art would not know how 
to use the claimed invention. 
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Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

6. Claims 1-3, and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Novak et al. (PCT International Publication Number: WO 99/5728 1 ) (November 11,1 999). 

Novak et al teaches a method for determining whether a bacteria is likely to be 
tolerant to at least one antibiotic comprising: 

a) determining whether the bacteria has a type 4 or R6 allele of the vex2 gene, and 

b) determining whether the bacteria has a type 4 or R6 allele of the pep27 gene, 
wherein the bacteria is determined to be likely to be tolerant if it has a type 4 allele of the vex2 
gene and an R6 allele of the pep27 (Figure on the title page, Examples 8, 1 1, and 12 and Claims 
65-67). 

Novak et al teaches a method, wherein the antibiotic is a beta lactam (Example 8). 
Novak et al teaches a method, wherein the antibiotic is selected from the group 
consisting of penicillin and vancomycin (Example 12). 
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Novak et al teaches a method further comprising determining whether the bacteria 
has a wildtype or tolerant allele of the vncS gene, wherein the bacteria is also determined to be 
tolerant if it has the tolerant allele of the vncS gene (Figure 1 and 13 and Example 12). 

Conclusion 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Arun Chakrabarti , Ph.D., whose telephone number is (703) 
306-5818. The examiner can normally be reached on 7:00 AM-4:30 PM from Monday to 
Friday. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jones, can be reached on (703) 308-1152. The fax phone number for this 
Group is (703) 305-7401. Any inquiry of a general nature or relating to the status of this 
application or proceeding should be directed to the Group analyst Chantae Dessau whose 
telephone number is (703) 605-1237. 

Arun Chakrabarti, 
Patent Examiner, 

Supervisory Patent Examiner 

November 7, 2002 lechnology Center 1 600 




